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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E] Responsive to communication(s) filed on 23 May 2002 . 
2a)Q This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-14 is/are pending in the application. 

4a) Of the above claim(s) 3-14 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1 and 2 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 1 1 9 and 1 20 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a>n All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) IZl The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 



1) I23 Notice of References Cited (PTO-892) 

2) d Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) CD Information Disclosure Statement(s) (PTO-1449) Paper No(s). 



4) CH Interview Summary (PTO-413) Paper No(s). 

5) CH Notice of Informal Patent Application (PTO-152) 
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Art Unit: 1642 

DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of group I, claims 1 and 2 in Paper No. 10 is 
acknowledged. The traversal is on the ground(s) that all of the pending inventions are 
"inter-twined", such that examinations of all pending claims would not be unduly 
burdensome. This is not found persuasive because each invention groups l-XII are 
distinct for the reasons for reasons of record and have acquired a separate status in the 
art as shown by their different classification. The search required for each of the above 
inventions is not coextensive with regard to the literature and the sequence searches. 
Further, a reference which would anticipate the invention of any one group would not 
necessarily anticipate or make obvious the any of the other groups. For these reasons, 
examination of all of pending inventions would be burdensome. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 3-14 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in Paper 
No. 10. 

Claims 1-14 are pending, and claims 1 and 2 are examined on merits. 

Claim Rejections - 35 (JSC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims land 2 rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites the limitation "the expression" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. 
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Claim 1 recites "a related cancer" but it is not clear what the metes and bounds pfy.*, 
are for a related cancer. 

Claim 2 recites the limitation "the nucleotide sequence" in line 2. There is £^Jjl^ ,f 
insufficient antecedent basis for this limitation in the claim. 



Claim 2 recites "low stringency conditions" but it is not clear what the metes and 
bounds are for low stringency conditions are. The specification at page 24 lines 10-27 £^ 
vaguely describes conditions that might or might not meet the "low stringency 
conditions" but does not define what low stringency conditions are. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had'^ossession)of full scope of the claimed invention. Claim 1 is drawn to 
any DNA moleculelhat is differentially expressed in human hepatocellular carcinoma 
(HCC) or related cancer. The specification provides evidence for only two DNA 
molecules, i.e. SEQ ID NO:1 and 3 which encode hcc-1 protein, and are expressed in 
HCC patients shown Figure 4. Based on these two DNA molecules, one cannot predict 
the types of additional DNA molecules which will result in differential expression in 
human hepatocellular carcinoma (HCC) or related cancer. Since the additional DNA 
molecules include a large number of unpredictable DNA molecules, possession of only 
two DNA molecules is not seen as sufficient to reasonably convey possession of the 
entire DNA molecues that are differentially expressed in human hepatocellular 
carcinoma (HCC) or related cancer. It is concluded that applicants adequately 
describes SEQ ID NO:1 and 3. 

Claim 2 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
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convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, hadmossessloffcof full scope of the claimed invention. Claim 2 is drawn to a 



genus of DNA molecules with various structural similarities to SEQ ID NO:1 or 3. The 
specification provides evidence for only two DNA molecules, i.e. SEQ ID NO:1 and 3 
which encode hcc-1 protein, and are expressed in HCC patients shown Figure 4. 
Based on these two DNA molecules, one cannot predict the types of additional DNA ^ 
molecules which will result in differential expression in human hepatocellular carcinoma 
(HCC) or related cancer. Since the additional DNA molecules include a large number of 
unpredictable DNA molecules, possession of only two DNA molecules is not seen as 
sufficient to reasonably convey possession of the entire genus that is differentially 
expressed in human hepatocellular carcinoma (HCC) or related cancer. It is concluded 

that applicants adequatelyjJ^n^^ 

^Claims 2 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for SEQ ID NO:1 and 3, does not reasonably provide 
enablement for any and all DNAs that are at least 60% similar to SEQ ID NO:1 or 3, or 
capable of hybridizing to SEQ ID NO:1 or 3 under low stringent conditons. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the invention commensurate in 
scope with these claims. Claim 2 is broadly drawn to DNA variants, defined in terms of 
the degree of difference in structure from SEQ ID NO:1 or 3. The specification teaches 
that SEQ ID NO:1 and 3 can be used to as diagnostic marker for human HCC in Figure 
4. The specification does not teach any method of use for DNA molecules that are not 
expressed in human HCC. The specification does not teach if the DNA variants other 
than SEQ ID 1 or 3 can be differentially expressed in human HCC. Considering the 
broad scope of the claims, and the limited teachings of the specification, it is concluded 
that undue experimentation would be required to enable the full scope of the claims. 




Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. - - - 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by US PAT. 
5,866,329 (02 Feb. 1999). 

Claim 1 is drawn to any DNA molecule that is differentially expressed in human 
hepatocellular carcinoma (HCC) or related cancer. US PAT. 5,866,329 teaches a DNA 
molecule, SEQ ID NO:1 that is differentially expressed in human hepatocellular ^ 
carcinoma (HCC). See abstract, column 2 line 41-55, Examples 4-9 in columns 9-1 1 , 
SEQ ID NO:1 in column 13 and 14, and claims 25-41. 

Thus, US PAT. 5,866,329 anticipates instant claim 1. 

Claims land 2 are rejected under 35 U.S.C. 102(b) as being anticipated by 
W09845436-A2 (15 Oct. 1998). 

Claims 1 and 2 are drawn to any nucleotide sequence that is at least about 60% 
similarity to SEQ ID NO:1 or 3, or capable of hybridizing to SEQ ID NO:1 or 3 under low 
stringency conditions. Claim 1 and 2 recite the claimed nucleic acid as differentially 
expressed in HCC or related cancer. However, this limitation is viewed as a recitation 
of intended use and therefore is not given weight in comparing the claim with the prior 
art. Claims 1 and 2 read on the ingredient perse, which is sequence of nucleotides that 
is at least about 60% similarity to SEQ ID NO:1 or 3, or capable of hybridizing to SEQ 
ID NO:1 or 3 under low stringency conditions. 

W09845436-A2 teaches a nucleotide sequence that is at least about 60% 
similarity to SEQ ID NO:1 or 3, or capable of hybridizing to SEQ ID NO:1 or 3 under low 
stringency conditions. See page 199 and claim 1. Also note the sequence alignment. 

Thus, W09845436-A2 anticipates claims 1 and 2. 



No claim is allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Misook Yu whose telephone number is 703-308-2454. 
The examiner can normally be reached on 8 A.M. to 4:30 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony C Caputa can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
305-3014 for regular communications and 703-872-9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. 



Misook Yu, Ph.D. 
June 25, 2002 




ANTHONY C. CAPUTA 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 




WO 98/45436 




PCT/US98/06955 



GAATTCGGCC TTCATGGCCT AGCAGGTCAG GAGCCCGGGG AAGGCCCAGA GGTACTCCAA 
AGGGGGCCGG CTGGTATCTG AAGGCCCCTT GCAGTTAGTG TGTTGTTGAG CTGTGGGCAT 
GAACATGCCA CAGGCAGACA CTGTTTAGCC AGGGTTTTAA GAAACACGGA GGGTCCTGTG 
GATCTGGAGT TCATTTGTCA GGACAGGGAT GGGGACCCCT CTGAAGTATT CACTGTGGGC 
TGAGGGGTGC TGGCCACACA ACCTCTGTGG GAGGCATCTC TTGCAGTGAA GCTGTTGGTC 
CTCAGTTCAG TGCCCACTGA GGGTAACCAG GCCCCAGCTC TGCACCCCCA CTCGAG 



60 
120 
180 
240 
300 
356 



(2) INFORMATION FOR SEQ ID NO: 337: 

(i) SEQUENCE CHARACTERISTICS : 

(A) LENGTH: 392 base pairs 

(B) TYPE: nucleic acid 

(C) STRANDEDNESS: double 

(D) TOPOLOGY: linear 

(ii) MOLECULE TYPE: cDNA 

(xi) SEQUENCE DESCRIPTION: SEQ ID NO: 337: 



GAATTCTAGA CCTGCCGCAG CACAATCCCG TGGACAGAGC TTACTCCATC TAACTCGTTT 60 

TCAAGTGCAT GATTTTCACT TTCACTTTTC CTTTTTCCTT ATTATGTTGC TTAACTTGTA 120 

CAGTGGCAAC TGAAATGCAT TTCAGAAATA GGAGGTTTCG TCCAGCACCC TCTGCAGCCT 180 

TGGTGCCTGT AGCTCTGGAC TTCCCTGGGC CTTTCCCTGT GGGAGGGCCC TGTAGACCAC 240 

ATCAGGGTGG GGTGGGGGTC ACTTGGCAAA AAGGGCCGAG GTCTGGTGAT GTGGTTCCCA 3 00 

GGATCTGGAA CCTCTCCCAC CCCTCCTGCA GTTGGACTGA ATTCTTCCCT TTCATCCGAA 3 60 

GAAACCCACT TGCTGTTTCC AGCCAACTCG AG 3 92 

(2) INFORMATION FOR SEQ ID NO: 338: 

(i) SEQUENCE CHARACTERISTICS: 

(A) LENGTH: 266 base pairs 

(B) TYPE : nucleic acid 

(C) STRANDEDNESS: double 

(D) TOPOLOGY: linear 

(ii) MOLECULE TYPE: cDNA 

(xi) SEQUENCE DESCRIPTION: SEQ ID NO:338: 



GCAAGATGGC GACCGAGACG GTGGAGCTCC ATAAGCTAAA GCTTGCCGAA CTAAAGCAAG 60 

AATGTCTTGC TCGTGGTTTG GAG AC CAAGG GAATAAAGCA AGATCTTATC CACAGACTCC 120 

AGGCATATCT TGAAGAACAT GCTGAAGAGG AGGCAAATGA AGAAGATGTA CTGGGAGATG 180 

AAACAGAGGA AGAAGAAACA AAGCCCATTG AGCTCCCTGT CAAAGAGGAA GAACCCCCTG 240 

AAAAAACTGT TGATGTGGCT CTCGAG 266 

(2) INFORMATION FOR SEQ ID NO: 339: 

(i) SEQUENCE CHARACTERISTICS: 

(A) LENGTH: 288 base pairs 

(B) TYPE: nucleic acid 

(C) STRANDEDNESS: double 
(Di TOPOLOGY: linear 

(ii) MOLECULE TYPE: cDNA 

(xi) SEQUENCE DESCRIPTION: SEQ ID NO: 339: 



GAATTCGGCC TTCATGGCCT AAACAATGAA TAAAGCCAAG CCAGTTCCTG CCCCCGTGGA 60 
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